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ROBI NSON, Chi ef Judge
| . | NTRODUCTI ON

Plaintiffs Bayer AG and Bayer Corporation filed this
action on March 6, 2001 seeking a declaratory judgnment that
four patents assigned to defendant Housey Pharnmaceutical s,
Inc. are invalid, unenforceable and not infringed.* (D.l. 1)
Def endant has filed a counterclaimof infringement. (D.I. 5)
The court has jurisdiction over this action pursuant to 28
U S.C. 88 1331, 1338(a) and 2201(a). Currently before the
court are plaintiffs’ nmotion to dism ss defendant’s
i nfringement claimunder 35 U. S.C. 8§ 271(g) (D.I. 14) and
def endant’s nmotion to dismss plaintiffs’ claimof patent
m suse. (D.I. 6) For the follow ng reasons, the court shal
grant plaintiffs’ notion and deny defendant’s notion.
1. BACKGROUND

The 1 CT patents, each entitled, “Method of Screening for
Protein Inhibitors and Activators,” generally relate to
research net hods used by pharmaceutical conpanies for
di scovering drugs. (D.1. 1) The patented methods enable

conpani es to screen substances for active conpounds that

Def endant Housey Pharnmaceuticals, Inc. recently changed
its nanme fromI|CT Pharmaceuticals, Inc. (D.1. 38) The
patents in suit are United States Patent Nos. 4,980, 281
5, 266, 464, 5,688,655 and 5,877,007 (collectively, the “ICT
patents”).



indicate a potential for devel opnment as pharnaceuti cal s.

(Ld.) Illustrative of the “screening nmethod” clains allegedly
infringed by plaintiffs is claim1l of United States Patent No.
4,980, 281, which reads:

1. A met hod of determ ni ng whet her a
substance is an inhibitor or activator of a
protein whose production by a cell evokes a
responsi ve change in a phenotypic
characteristic other than the [ evel of said
protein in said cell per se, which

conpri ses:

(a) providing a first cell line which
produces said protein and exhibits said
phenotypi c response to the protein;

(b) providing a second cell |ine which
produces the protein at a | ower |evel than
the first cell line, or does not produce[]
the protein at all, and which exhibits said
phenotypi c response to the protein to a
| esser degree or not at all;

(c) incubating the substance with the
first and second cell |ines; and

(d) conparing the phenotypic response
of the first cell line to the substance
with the phenotypic response of the second
cell line to the substance.

Def endant alleges that plaintiffs infringe the ICT
patents under 35 U.S.C. 8 271(g) when they: (1) sell in the
United States a drug that was determ ned to be an inhibitor or
activator of a target protein using the patented nethods; and
(2) inmport into or use in the United States know edge and
information reflecting the identification or characterization
of a drug acquired fromusing the patented methods. (D.1. 22

at 5)



Plaintiffs contend that defendant is misusing the ICT
patents, and has all eged the follow ng:

13. [Defendant] has demanded t hat
[plaintiffs] agree to a license of the ICT
patents. The terns of the license offered
by [defendant] would require [plaintiffs]
to pay substantial royalties based on
[plaintiffs’] total research and

devel opnent budget and/or total sales
revenues for any comrercialized products
“in which the patented technol ogy was
utilized in the research and devel opnent

| eading to the drug.” The requested
royalty paynents are to extend through the
life of [plaintiffs’] patent(s) on the
commerci al i zed drug products.

24. On information and belief, [defendant]
has licensed the ICT patents with terns
that require the |licensees to pay royalties
on conpounds allegedly identified or

sel ected for further devel opment or

commerci alization by use of the ICT
patented assay nethods even though there is
not a single claimin any of the ICT
patents that is directed to such conpounds.

25. On information and belief, [defendant]
has also licensed the ICT patents with
terns as set forth in paragraph 13 above,
knowi ng that the clainms do not cover such
conmpounds.

26. On information and belief, [defendant]
has also licensed the ICT patents with
terms that require the licensees to
continue to pay royalties on conpounds
identified or selected for further

devel opnent by use of the assay met hod
claimed in the ICT patents after expiration
of the ICT patents.



27. [Defendant] has engaged in activities
whi ch constitute m suse of the ICT patents,
rendering the I CT patents unenforceable.
(D.1. 1 at 4-6)
I STANDARD OF REVI EW
I n analyzing a notion to dism ss pursuant to Rule
12(b)(6), the court nmust accept as true all materi al

al |l egations of the conplaint and it nust construe the

conplaint in favor of the plaintiff. See Trunp Hotels &

Casino Resorts, Inc. v. Mrage Resorts, Inc., 140 F.3d 478,

483 (3d Cir. 1998). “A conplaint should be dism ssed only if,
after accepting as true all of the facts alleged in the
conplaint, and drawi ng all reasonable inferences in the
plaintiff’s favor, no relief could be granted under any set of
facts consistent with the allegations of the conplaint.” [d.
Claims may be dism ssed pursuant to a Rule 12(b)(6) notion
only if the plaintiff cannot denonstrate any set of facts that

would entitle himto relief. See Conley v. G bson, 355 U.S.

41, 45-46 (1957). The noving party has the burden of

per suasi on. See Kehr Packages., Inc. v. Fidelcor, Inc., 926
F.2d 1406, 1409 (3d Cir. 1991).
| V. DI SCUSSI ON

A. Def endant’s Infringenment Claimunder 35 U S.C. 8§
271(g) |Is Dism ssed as a Matter of Law



Plaintiffs argue that the court should dismss
defendant’ s claimof infringenent under 35 U.S.C. § 271(09)
because the statute is not applicable to patents clai mng
research methods. Section 271(g) provides, in pertinent part:

VWhoever without authority inmports into the
United States or offers to sell, sells or
uses within the United States a product

which is nmade by a process patented in the
United States shall be |liable as an

infringer . . . A product which is nmade by
a patented process will, for purposes of
this title, not be considered to be so nmade
after —

(1) it is materially changed by subsequent
processes, or
(2) it beconmes a trivial and nonessenti al
conmponent of another product.
35 U.S.C. §8 271(g) (enmphasis added).

Upon a plain reading of the statute, the court finds that
Section 271(g) addresses only products derived from patented
manuf act uri ng processes, i.e., nethods of actually making or
creating a product as opposed to nethods of gathering
i nformati on about, or identifying, a substance worthy of
further devel opnent. To date, the Federal Circuit has not

expanded the application of Section 271(g) beyond nmethods of

manuf act ur e. See, e.qg., Bio-technol ogy Gen. Corp. V.

Cenentech, Inc., 80 F.3d 1553, 1560-61 (Fed. Cir. 1996)

(hol ding that inportation of hornone nade by patented

reconmbi nant DNA techni ques infringes under 8 271(g)); El



Lilly & Co. v. Am Cyanimd Co., 82 F.3d 1568, 1571-73 (Fed.

Cir. 1996) (holding that inportation of antibiotic does not

infringe patent claimng nmethod of making internmediate

conpound where conpound was “materially changed”); Mars, Inc.

v. Ni ppon Conl ux Kabushi ki - Kai sha, 855 F. Supp. 670, 672 (D.

Del. 1993), aff’'d, 58 F.3d 616 (Fed. Cir. 1995) (holding that
pat ent descri bing process by which electronic coin changer in
vendi ng machi ne anal yzes coins is not manufacturing process
and, therefore, not covered by 8§ 271(g)).?

In the case at bar, the asserted nethod claim of the ICT
patents descri be processes for recogni zi ng substances with the
potential for devel opment into pharmaceuticals. These
processes of identification and generation of data are not
steps in the manufacture of final drug products. Thus, 8§
271(g) is not applicable to the processes clained in the ICT
patents and defendant’s infringenment claimunder Section

271(g) is disni ssed.

B. Plaintiffs Have Sufficiently Stated a Cl ai m of
Pat ent M suse

°The court also finds plaintiffs’ policy argunents
persuasive. |If 8§ 271(g) were applicable to patents claim ng
screeni ng nmet hods or nethods of use, any products subjected to
t hose methods in foreign countries would infringe those
patents upon inportation to the United States. Such sweepi ng
liability is beyond the scope of the statute.

6



Def endant contends that plaintiffs have failed to state a
claimof patent m suse. “Patent m suse relates primarily to a
patentee’s actions that affect conpetition in unpatented goods
or that otherw se extend the econonm c effect beyond the scope

of the patent grant.” C R Bard, Inc. v. M3 Sys., Inc., 157

F.3d 1340, 1372 (Fed. Cir. 1998). Arrangenents in which a
patentee effectively extends the termof its patent by
requi ring post-expiration royalties constitute per se patent

m suse. See Virginia Panel Corp. v. MAC Panel Co., 133 F. 3d

860, 869 (Fed. Cir. 1997) (citing Brulotte v. Thys. Co., 379
U.S. 29, 33 (1964)). Certain practices that do not equal per
se patent m suse may constitute msuse if a court determ nes
t hat such practices do not reasonably relate to the subject

matter within the scope of the patent clainms.® If “the

3Congress has excluded certain practices fromconstituting

patent m suse in 35 U S.C. 8§ 271(d), which provides:
No patent owner otherw se entitled to
relief for infringement or contributory
infringement of a patent shall be denied
relief or deenmed guilty of m suse or
illegal extension of the patent right by
reason of his having done one or nore of
the following: (1) derived revenue from
acts which if performed by another w thout
his consent would constitute contributory
infringement of the patent; (2) licensed or
aut hori zed another to performacts which if
perfornmed without his consent would
constitute contributory infringement of the
patent; (3) sought to enforce his patent
ri ghts against infringement or contributory

7



practice has the effect of extending the patentee’s statutory
ri ghts and does so with an anti-conpetitive effect, . . . the
finder of fact nust decide whether the questioned practice

i mposes an unreasonabl e restraint on conpetition

Virginia Panel, 133 F.3d at 8609.

Al t hough defendant has offered explanations of its
i censing arrangenents in its briefing and during oral
argunment, at this juncture, the court is |limted to what
appears on the face of the pleadings. Because plaintiffs’
conpl aint contains allegations that, if proved to be true,
concei vably coul d persuade a rational factfinder that
def endant m sused the ICT patents, the court finds that
plaintiffs have sufficiently stated a claimof patent mn suse.
V. CONCLUSI ON

For the reasons stated, plaintiffs’ motion to disnm ss

defendant’ s infringement claimunder 35 U S.C. § 271(g) is

infringement; (4) refused to |icense or use
any rights to the patent; or (5)
conditioned the license of any rights to
the patent or the sale of the patented
product on the acquisition of a license to
rights in another patent or purchase of a
separate product, unless, in view of the

ci rcunst ances, the patent owner has narket
power in the relevant nmarket for the patent
or patented product on which the |license or
sale is conditioned.



granted and defendant’s notion to dism ss plaintiffs’ claim of

patent m suse is denied. An appropriate order shall issue.



I N THE UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF DELAWARE
BAYER AG and BAYER CORPORATI ON, )
Plaintiffs, g
V. g Gvil Action No. 01-148-SLR
HOUSEY PHARMACEUTI CALS, | NC., g
Def endant . g
ORDER
At Wl mngton, this 17th day of October, 2001, consi stent
with the menorandum opi nion issued this sanme day;
| T I' S ORDERED t hat :
1. Plaintiffs’ notion to dism ss defendant’s

infringement claimunder 35 U.S.C. 8 271(g) (D.1. 14) is

gr ant ed.
2. Def endant’s notion to dismss plaintiffs’ claimof
patent m suse (D.1. 6) is denied.

United States District Judge



